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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on May 26, 
2006 has been entered. 

Claims 58, 60, 62-71, 89, 91-94*96-124 are pending in the application and are 
being examined on the merits herein. It is noted that the claims are being examined to 
the extent they read on the elected species of biguanide polymer (cationic polymer) that 
is poly(hexamethylenebiguanide) ("PHMB"), and the water-insoluble organic compound 
that is methylene-bis-N,N-diglycidylaniline, ("MBDGA"). 

The rejection of claims 89, 92 and 98 under 35 U.S.C. 102(e) as being 
anticipated by U.S. Patent No. 5,681,802 to Fujiwara et al. is being withdrawn, as 
Fujiwara et al. does not teach a method of applying a specific composition having the 
elected species of polycationic polymer that is poly(hexamethylenebiguinide) ("PHMB"), 
along with an antimicrobial metallic material, and forming a film on the skin, as recited in 
the claims. 


Application/Control Number: 09/392,842 Page 3 

Art Unit: 1617 

The obviousness-type double patenting rejections over the claims of USPN 
6,180,584, USPN 6,030,632, USPN 5,869,072 and USPN 5,817,325, are being 
maintained. The Examiner acknowledges Applicant's statement indicating that a 
terminal disclaimer will be filed once allowable subject matter has been found, if such 
subject matter is not patentably distinct over the claims of the patents at issue. 

Applicants arguments regarding the rejection of the claims over WO 95/17152 
to Sawan in view of Fujiwara et al. and U.S. Patent No. 5,576,006 to Smith et al. has 
been fully considered and has been found persuasive. In particular, it is considered that 
Sawan in view of Fujimura et al. and Smith et al. does not provide sufficient motivation 
for one of ordinary skill in the art to apply the film-forming biguanide composition of 
Sawan to skin. However, upon further consideration, the claims are being newly 
rejected as set forth below. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 58, 60, 62-71, 89, 91-94, 96-102 and 110 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claims contains subject matter which was not described in the specification in such 
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a way as to reasonably convey to one skilled in the relevant art that the inventors, at the 
time the application was filed, had possession of the claimed invention. In particular, 
claims 58, 89, 92, 93, 96 and 98 have been amended to recite that the antimicrobial 
metallic material can be rendered substantially water-insoluble "by chemical reaction 
with an alkali halide," which recitation is not supported by the specification as originally 
filed. The specification discloses that the antimicrobial metallic materials are preferably 
those that are "substantially water-insoluble, or can be rendered substantially water 
insoluble" (lines 28-29 of page 17), and that in a preferred embodiment "silver nitrate is 
used which is converted into a substantially water insoluble silver halide by subsequent 
chemical reaction with an alkyl halide" (lines 8-10, page 18.) 

Thus, the specification discloses that the antimicrobial metallic materials in 
general can be rendered substantially insoluble, and teaches that for the specific 
example of antimicrobial metallic material that is silver nitrate, the compound can be 
rendered substantially water-insoluble by reaction with an alkyl halide. However, the 
specification does not disclose that all antimicrobial metallic materials in general can be 
rendered substantially insoluble by reacting with an alkyl halide. Accordingly, the 
specification as originally filed does not provide sufficient support for the subject matter 
as claimed, and the claim amendments are deemed to add new matter . Claims 60, 62- 
71, 89, 91, 93-94, 97, 99-102 and 110 are rejected as being dependent upon claims 
having new matter. Cancellation of the new matter is respectfully requested. 


Application/Control Number: 09/392,842 Page 5 

Art Unit: 1617 

Claim Rejections - 35 USC § 103 


The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 58, 60, 62-64, 68-71, 89, 92, 93, 96, 98-103, 105-106, 108-114 and 117- 
124 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 97/00076 to 
Morlet et al, in view of U.S. Patent No. 5,374,432 to Charles L. Fox, Jr., issued 
December 20, 1994, and further in view of U.S. Patent No. 5,576,006 to W. Novis 
Smith, issued November 19, 1996. 

Morlet et al. teaches compositions comprising poly(hexamethylene biguanidine) 
salts in the topical treatment of microbial infections, as well as in pharmaceutical 
preparations and antiseptics (see abstract, in particular.) Morlet et al. teaches that 
PHMB has been discovered to be generally useful for the topical treatment of microbial 
infection of the human or animal body, such as on skin, as well as an antiseptic to clean 
skin (see page 3, lines 20-30, page 4, lines 18-25, and page 6, lines 30-35, in 
particular.) Morlet et al. teaches that compositions applied to the skin can comprise 
aqueous formulations, oily formulations, an oil-in-water emulsion, and a gel formulation, 
among others, and thus teaches the carrier and formulation form as recited in claims 58, 
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89, 92, 103, 105 and 109 (see page 7, lines 3-8, in particular.) Morlet et al. also 
teaches that the composition can comprise excipients to adjust the viscosity (thickeners) 
(see page 9, lines 25-35, in particular), and thus teaches the skin-compatible 
component as recited in claim 93. Accordingly, Morlet et al. teaches a method for 
providing improved antimicrobial activity on skin comprising administering to the skin a 
composition comprising a polymer corresponding to the elected species of poly 
(hexamethylenebiguanide) (PHMB), as recited in claims 58, 89, 92, 93, 96, 98, 103 and 
105. 

Regarding claims 96, 98 and 108, it is noted the Moret et al. exemplifies bathing 
tissue in PHMB solution (see Example 4, in particular), and thus teaches that the 
composition can be administered by immersion, as recited in the claims. 

Morlet et al. does not specifically teach administering to the skin a composition 
comprising an antimicrobial metallic material, as recited in claims 58, 89, 92, 93, 96, 98, 
103 and 105. Morlet et al. also does not specifically teach forming a moisture-resistant 
film on the skin, as recited in claims 58, 89, 92, 93, 96, 98, 103 and 105. However, 
Morlet et al. does teach that the composition can comprise further pharmaceutical^ 
active substances, such as other compositions having antimicrobial activity (see page 
10, lines 18-26, in particular.) 
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Fox teaches topical compositions having silver or a silver salt along with an 
antibiotic (see abstract, in particular.) Fox teaches that it is known to provide silver salts 
to prevent or reduce the infection of burn wounds, and that silver salts such as AgSD 
are known to be effective against a number of different types of bacteria (see column 1, 
lines 15-25, and column 2, lines 10-30, in particular.) Fox teaches that it has been 
further discovered that combinations of silver or silver salts with other antimicrobials 
provide improved antimicrobial efficacy, such that lower levels of the other antimicrobial 
agents can be provided (see column 1, lines 25-33 and column 2, lines 30-45, in 
particular.) Fox teaches that suitable silver salts include silver iodide and silver nitrate 
(see column 1, lines 60-66, in particular), and thus teaches the antimicrobial metallic 
materials as recited in claims 58, 89, 92, 93, 96, 98, 103 and 105. Fox teaches that 
composition having the silver or silver salt and antimicrobial agent can be administered 
for ocular infections as well as in the treatment of burn wounds (see column 2, lines 10- 
30, in particular), and thus Fox teaches that the silver or silver salts can be administered 
topically to skin. 

Accordingly, it is considered that one of ordinary skill in the art at the time the 
invention was made would have found it obvious to provide the antimicrobial silver salt 
of Fox in the topical application method and composition of Morlet et al, because Morlet 
et al. teaches topically administering a composition having an antimicrobial agent for the 
treatment of microbial infections, and teaches the composition can also comprise other 
conventional antimicrobial agents, while Fox teaches that silver salts act as 
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antimicrobial agents, are suitable for topical compositions, and exhibit synergistic effects 
with other antimicrobials. Thus, it is considered that one of ordinary skill in the art would 
have been motivated to provide the silver salts in the method and composition of Morlet 
et al. with the expectation of formulating a composition having the desired antimicrobial 
effects and even having improved antimicrobial effects due to the synergism of the 
silver salts with the antimicrobial agent. Note it is considered that "[l]t is prima facie 
obvious to combine two compositions each of which is taught by the prior art to be 
useful for the same purpose, in order to form a third composition to be used for the very 
same purpose.... [T]he idea of combining them flows logically from their having been 
individually taught in the prior art." In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 
1069, 1072 (CCPA 1980.) 

Morlet et al. and Fox do not specifically teach forming a moisture-resistant film on 
the skin, as recited in claims 58, 89, 92, 93, 96, 98, 103 and 105. 

Smith teaches forming complexes of antimicrobial compounds that are less water 
soluble and more hypoallergenic (see abstract and column 1, lines 10-20, in particular.) 
Smith teaches that the complexes desirably form a more insoluble higher molecular 
weight molecule that posses the full activity of the smaller molecule, but are more 
resistant to being washed away, more hypoallergenic, and longer lasting, and thus allow 
a larger lasting effect without having to use the antimicrobial agent in higher dosages 
(see column 3, lines 10-25, in particular.) Smith teach that the complex can be used in 


Application/Control Number: 09/392,842 Page 9 

Art Unit: 1617 

body compositions such as powders, lotions or salves used in treating the body (see 
column 2, lines 34-38, in particular.) Smith teaches that, in particular, the antimicrobial 
complexes can be forming with antimicrobial biguanide compounds, such as 
polyhexamethylene biguanide hydrochloride (see column 2, lines 55-60 and column 4, 
lines 10-15, in particular), and thus teaches forming a complex from the elected species 
of biguanide polymer. Smith further exemplifies a preparation having a COSMOCIL 
(polyhexamethylene biguanide hydrochloride) and citrate complex, in which the high 
molecular weight complex forms a film upon application to a surface (see Example 1 , in 
particular.) Thus, Smith et al. teaches providing a polyhexamethylene biguanide 
complex that forms a moisture-resistant film, and thus imparts a persistant antimicrobial 
activity, as recited in claims 58, 89, 92, 93, 96, 98, 103 and 105. 

Accordingly, it is considered that one of ordinary skill in the art at the time the 
invention was made would have found it obvious to provide the high molecular weight 
polyhexamethylene biguanide complex of Smith in the topical antimicrobial treatment 
method of Morlet et al. and Fox, because Morlet et al. and Fox teach that 
polyhexamethylene biguanide can be topically applied to skin to provide antimicrobial 
treatment, whereas Smith teaches that the antimicrobial use of polyhexamethylene 
biguanide, including use on the body, can be improved by forming a high molecular 
weight complex of the compound, which has higher water resistance, is more 
hypoallergenic, and is longer lasting. Thus, it is considered that one of ordinary skill in 
the art at the time the invention was made would have found it obvious to provide the 
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polyhexamethylene biguanide complex in the method and composition of Morlet et al. 
and Fox, and thus to form a moisture-resistant film on the skin, with the expectation of 
providing improved antimicrobial activity that is longer lasting and more hypoallergenic. 
Accordingly, claims 58, 89, 92, 93, 96, 98, 103 and 105 are obvious over the teachings 
of Morlet et al. in view of Fox and Smith. 

Regarding claims 60, 106 and 110-111, Morlet and Smith teach providing poly 
(hexamethylenebigaunide) and the hydrochloride salt thereof, as has been discussed 
above. Regarding claims 62-64, 101, 112-114 and 123, Fox teaches the silver salt can 
be silver nitrate or silver iodide, as discussed above. 

Regarding claims 68-71 and 117-120, as Morlet et al. and Smith teach the same 
biguanide polymer as that of the instantly elected species, it is considered the Morlet et 
al. and Smith also teach a compound having the same chemical groups and the ability 
to form the covalent bonds at room temperature, as recited in the claims. It is noted that 
the a product and its properties are inseparable. In re Papesch, 315 F.2d 381, 137 
USPQ43 (CCPA 1963). 

Regarding claims 99-100 and 121-122, as Smith et al. teaches that the high- 
molecular complex of the biguanide polymer is water-resistant, it is considered that the 
film is also sweat resistant and does not leach into a contacting aqueous solution, as 
recited in the claims. Furthermore as the combined teachings of Morlet et al, Fox and 
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Smith renders the composition used in the claims method obvious, the property of such 
a claimed composition will also be rendered obvious by the prior art teachings, since the 
properties, namely the sweat resistance and resistance to leachability, are inseparable 
from its composition. Therefore, if the prior art teaches the composition or renders the 
composition obvious, then the properties are also taught or rendered obvious by the 
prior art. In re Spada, 91 1 F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. Cir. 1990.) See 
MPEP 21 12.01. The burden is shifted to Applicant to show that the prior art product 
does not possess or render obvious the same properties as the instantly claimed 
product. 

Regarding claims 102 and 124, as the combined teachings of Morlet et al, Fox 
and Smith renders the obvious the use of the same metallic material as recited in the 
claimed method, is it considered that the property of such a claimed composition will 
also be rendered obvious by the prior art teachings, since the properties, namely the 
binding of the metallic materials to the cellular proteins of microorganisms, are 
inseparable from its composition. Therefore, if the prior art teaches the composition or 
renders the composition obvious, then the properties are also taught or rendered 
obvious by the prior art. In re Spada, 911 F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. 
Cir. 1990.) See MPEP 2112.01. The burden is shifted to Applicant to show that the 
prior art product does not possess or render obvious the same properties as the 
instantly claimed product. 
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Claims 65-67, 91, 94, 97, 104,107 and 115-116 are rejected under 35 U.S.C. 
103(a) as being unpatentable over WO 97/00076 to Morlet et al, in view of U.S. Patent 
No. 5,374,432 to Charles L. Fox, Jr., issued December 20, 1994, and U.S. Patent No. 
5,576,006 to W. Novis Smith, issued November 19, 1996, as applied to claims 58, 60, 
62-64, 68-71, 89, 92, 93, 96, 98-103, 105-106, 108-114 and 117-124 above, and further 
in view of WO 95/17152 to Sawan et al, published Jun 29, 1995. 

Morlet et al, Fox and Smith are applied as discussed above, and teach a method 
of providing antimicrobial activity on skin by applying a composition having the elected 
species of polyhexamethylene biguanide hydrochloride and an antimicrobial metallic 
material, such as silver nitrate or silver iodide. Smith furthermore teaches the 
desirability of complexing the polyhexamethylene biguanide hydrochloride with another 
compound to provide a high molecular weight compound. Smith teaches that the 
formation of a higher molecular weight compound provides a compound that is more 
insoluble and is longer lasting since the newly formed molecule has increased size. 
Thus, the compound has improved resistance to being washed away and improved 
hypoallergenicity, and has a longer lasting effect (see column 3, lines 10-25 of Smith, in 
particular.) Smith also teaches an embodiment in which the improved antimicrobial 
composition forms a film (see Example 1, in particular.) 
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The references do not specifically teach forming an adduct of the biguanide with 
the elected species of substantially water-insoluble organic compound that is 
methylene-bis-N,N-diglycidylaniline, as recited in the claims. 

Sawan et al. teaches that polyhexamethylene biguanide is known as an 
antibacterial and antimicrobial agent (see pages 19-20, in particular.) Sawan et al. also 
teaches that the antimicrobial compounds can be derivatized. Sawan et al. further 
teaches that a suitable antimicrobial combination that is effective against both bacteria 
and yeast can be a combination of silver and a biguanide compound (see page 22, first 
full paragraph, in particular.) Sawan et al. exemplifies an antimicrobial coating solution 
in which an adduct of polyhexamethylenebiguanide and 4,4-methylene-bi(N,N- 
diglycidylaniline) is formed (see Example 18, in particular), and thus teaches the elected 
species of substantially water-insoluble organic compound that is methylene-bis-N.N- 
diglycidylaniline, as recited in the claims. Sawan et al. also teaches silver iodide can be 
added to the exemplified solution (see Example 19, part (c), in particular.) Sawan et al. 
teaches that the antimicrobial compositions are suitable for sterilizing solutions such as 
eyecare liquids and other medicaments (see page 6 and page 9, in particular), and thus 
teaches that the antimicrobial compositions are safe for use with compositions meant 
for application to the body. 

Accordingly, it is considered that one of ordinary skill in the art would have found 
it obvious at the time the invention was made to provide the PHMB and 4,4-methylene- 
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bis(N,N-digylidylaniline) complex of Sawan et al. in the method and composition of 
Morlet et al, Fox and Smith, because Morlet et al, Fox and Smith teach the desirability 
of topically applying a composition having silver salts and PHMB to provide 
antimicrobial activity, and also teach that PHMB can be complexed with other 
compounds to provide a higher molecular weight compound that is longer lasting in its 
efficacy, and Sawan et al teaches a PHMB complex that provides antimicrobial activity, 
is safe for use with compositions that are applied to the body, and can be 
advantageously combined with silver salts. Thus, it is considered that one of ordinary 
skill in the art would have been motivated to provide the PHMB complex of Sawan et al. 
in the composition and method of Morlet et al, Fox and Smith, with the expectation of 
providing an improved antimicrobial composition and method having an antimicrobial 
PHMB complex that can be suitably combined with the silver salts therein, that is safe 
for application to the body, and that is a high molecular weight complex with longer 
lasting antimicrobial activity. 

Furthermore, regarding the formation of a film on the skin with the composition, 
as recited in the claims, it is considered that as Morlet et al, Fox, Smith and Sawan et al. 
render the claimed composition and method of using obvious, the property of such a 
claimed composition will also be rendered obvious by the prior art teachings, since the 
properties, namely the formation of the film, are inseparable from its composition. 
Therefore, if the prior art teaches the composition or renders the composition obvious, 
then the properties are also taught or rendered obvious by the prior art. In re Spada, 
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911 F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. Cir. 1990.) See MPEP 2112.01. The 
burden is shifted to Applicant to show that the prior art product does not possess or 
render obvious the same properties as the instantly claimed product and process of 
using the product. 


Double Patenting 


The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 


Claims 58, 60, 62-71, 89, 91-94 and 96-124 are rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-38 
of U.S. Patent No. 6,180,584, claims 1-6 of U.S. Patent No. 6,030,632, claims 1-9 of 
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U.S. Patent No. 5,869,072, and claims 1-9 of U.S. Patent No. 5,817,325. Although the 
conflicting claims are not identical, they are not patentably distinct from each other 
because each of the cited patents are directed to compositions comprising a biguanide 
material, a metal material such as silver compounds and a cross linker and/or methods 
of using such composition to improve antimicrobial activity of an article or a secondary 
formulation. 

For example, the claims of the patent 6,018,584 are directed to methods of 
providing antimicrobial activity on skin by applying the claimed invented disinfectant 
composition of a substrate (claims 1 , 27-33.) The instant claims differ from the patented 
claims only by the nature of the substrate. However, it would have been obvious to one 
of ordinary skill in the art at the time of the invention to employ the composition of the 
patented claims on suitable substrates including scrubs, skin preparations directly or 
through suitable carrier systems. Accordingly, the instant claims are an obvious 
modification of the already patented claims. 

Response to Arguments 

Applicants arguments with respect to the rejections of the claims have been 
considered but are moot in view of the new grounds of rejection. 
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Conclusion 

No claims are allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. In particular, U.S. Patent No. 4,587,266 to Robert J. Verdicchio 
teaches antimicrobial compositions comprising a bis-biguanide compounds and an 
amidoamine oxide (see abstract, in particular.) U.S. Patent No. 4,643,180 to Feld et al. 
teaches an adhesive surgical dressing with an antimicrobial agent that is a salt of 
polyhexamethylene biguanide (see abstract, in particular.) EP 0 640 352 B1 to Khan et 
al. teaches providing a film forming composition comprising an antimicrobial agent that 
can be a biguanide (see paragraphs 0001 and 0009, in particular.) WO 91/16066 A1 to 
Berkowitz et al. teaches an antimicrobial composition having a toxiccation, such as a 
silver cation, that can be employed in pharmaceuticals such as for the prevention of eye 
infections (see abstract, in particular.) WO 98/18330 A1 to Sawan et al. teaches an 
antimicrobial coating to be used on surfaces (see abstract, in particular.) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Abigail M. Cotton whose telephone number is (571) 272- 
8779. The examiner can normally be reached on 9:30-6:00, M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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